
1. 

DtiARTMENT OF HEALTH AND HUMAN SERVICES APPiICATlON FOR A VARIANCE 
Publb Hrollh Solvico 

Food and Drum Administration 
FROM 21 CFR 1040.1 l(qI;FQl? A 
LASER LIGHT SHOW, Dlk+LAt 

OR DEVICE 

- 

NOTE: No luor fight chow, projection system. or dovica may vuy from compliance with 2 1 CFR 1040.11 kJ in design or use without the rpprovaJ a 
thk application in euordance with 21 CFR 1010.4. 

INSTRUCTIONS 
1. Chock all l ppEubb boxer and typq or prhl the 3. Mail your application to rtu Dockets Managrmant Branch fHFA-305). Food and 

reqwrtad hbmotlon. Drug Admhislrrlbn. Room 1.23, 12420 Pukhvn Dtiw, #to&&. m toB6z. 
2. submll M orfglMlod four(4) copks. 4. Enter dock81 numbr if ~safgfud. 

I. NAME OF COMPANY 

2. ADDRESS OF COMPANY I&dude ZIP W)il/P.O. &x is used. &&de ecruel streef eddraw l Iso.j \ 

23clO'CrJ,N~RT~~~S~H\~~AY, Of+LLP\~.TX 152zo 
3. NAME AN0 T1Tt.E OF RESPONSIBLE PERSON 4. TELEPHONE NO. i&kid0 U- codoj 5. DATE OF SUBMfSSlON 

5ofxrd sci-iuLMAb~ 2'q -9S6-6800 8-21.00 
3. THE APPLICANT REOUESTS THE VARLANCE TO BE IN EFFECT FOR A PERIOD OF z> YEARS FROM THE DATE OF ISSUE. fkr ‘. 

grne& tie Agucy mll a&atove 8 vwfance for onty two yews. If. hgrr paded k requtsted, . ~crbiition must br ittacbdu &i d the a@bbn.J 

r. PRODUCT DESCRIPTION AND USE . 

I. UST NAME AND/OR MODEL NUMBER(S) H)R THE LASER UGHT ZjHO+‘(S) AND PROJECTOR(S) 

ASER UGPTSHO~- “MEtiS CL00 c$ DAI-L\S” 
L PRODUCT FOR WHICH A VARIANCE Is REQUESTED 

0 A ksor dlspky dovba 

0 
d 

projector for a fasar light show 

A kwr Rght fhow 

0 other lspim 

L 0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PRODUCERS 

I. PRODUti IS &TENDED FOR USE IN A 

0 Pknetuium 010th~ dome pro@ztbn rtructuro 

0 Theatu 

0 HoteUmbtrl ballroom or mosdng room 

0 store dkpky8 
aTrade show or wnventbn 

Dkwtheque or nightclub 

0 Pavilion 

owwyo!%~. 
Cl Outdoor arena 

0 MuseuIn 
0 Outdoor unandosod area 

0 olhor c$8ci~J 

I. PA00 

I? 

cT.Is IWDED 70 BE USED 

At oh sir’ &dJ bcatbn 

0 At a varfsty of llourl locations 

00thufq8cvy~~ . ,’ 

~Q3EcsbR - 54~0~~4s~~~ vlo9sc LP- 1 
I. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 

efMorothan15day-S ‘. . 

0 h4ororh&5$r;notmorathan15days . 

0 Loss than 6 daYa 

g. TOUR IS INTENDED TO RUN F&l 

0 Morothan6mor1ths 

0 l-6months 

0 Less than ona rnonlh 

Ed Not applicable /Nor l rourj 

0 Other lSpacilyl 

h. PRODUCT$Tfl+ THE FOLLOWING LASER EFFECTS ’ 

0 Front saoon proJucGons 
0 Rear scrco4i projwions 

~:~~~tirati rffocts 
c] A!.&- m @SO ha%@8 &8dnO 8ny l cde 

Id 
onconrrouod uoosl 
Refl~cti from statk~nory mirrors or mirrored 

surfacar lseun MoQic#zsl 

0 Sfationary hdiatbn of rotating mirror balls, WZ. 
0 Scanning hedietbn of rota&Q &or balls, otc. ’ 

0 Fber optic+joctions 
: 

fd Fog, cmoko: *& oth&‘~catmrl$ &&cement off&& 

c other ISPecify) . . . 

:. LASER’RADLATION LEVELS . . * 
._ . 

. 

LASER MEDIUM iXf, He+Ve, orc.1 WAVE LENGTHS lnml PEAK POWER fwansl 

F\Y” y . y88-5lv b-ylr, . “+ WA-5 

.’ 

I I 
. lF ANY LAs;;I RqDfATION.fS WlS.ED OR $CANNfZD, GIVE THE WfSSE OURATION AN0 RAT; AND SCANNING FREQUENCY AND -oE 

.$CAANWh)G L \ Khz ca L 4s” 

. 

ON FOR R&JESTING VARfANCfZ 

corpptirna wfd~ the fimfta of 21 CFR 1040.11 (c) would rostricc Ihe intended use of tha product because compliance would 
limit the outpuf power to the ox%tnl lhal Iha d&rod effects would not hr. sulliciendy visible 

0 0th~ or l ddidonal sxplanarion ISpctiW 

QW-/P%9 

mq 
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I t. MAN ER W WHICH IT IS PROPOSED TO DEVlATE FROM THE REQUIREMENTS OF THE APPLICABLE STANOARO 

iit It ir proposed to deviate from the povkions of 21 CFR 1040.11 fc) in that the accessible emission level would exceed the 
Scco~ribk emission limits specified in 21 CFR 1040.11 ICI. 

0 IF is proposed to deviate from the provirions of 21 CFR 1040. t 1 fc) as follows: 

12. ADV 

rit 

NTAGES TO BE DERIVED FROM SUCH DEVIATION 

bSOf tight shows end diplays MO JcceptJd popll~r me& in l nlertainrnenl Jnd the arts. Use Of poWW bv& h JXcJSS 
of tha hits imposed by 21 CFR 1040.1 l(c) is neoesrlryto achieve the required effects in these India. 

0 Other or additional odvanraoas IdescAe and expkrin). 

any boxes not checked. using additirl sheeu es nece+rY. Sure my otiff means of tncktion pmtecdon that wixbo US& 

Ati &SU products. r/rrsmr, shows, Jd projectors witl be certified IO corn& whh 2 1 CFR 1040.10 Jnd thS CondirionS Of thk VUfMU ’ 
end will be reported as required by 21 CFR 1002.10 AND 1002.11 using the reporting guides povidsd for Such purpose. Tfnw 8otioru 
will bo, Scoomplished prior to Jny inuod~~ctlon fnro commerce. ’ 

b. EffOOtS not speciliially indicated in this variance applicJtbn will no1 be performed. No other offecU will by JddJd u& ~8l mt t0 
ttU VJl-hOO~hJS b4Wl Obtained and thJ rJqUirJd r0lXXI.S Or SUppktTMtS. JS JppliWbb, hJv0 bJJll JlJbdtJd. 

Burtnhg. projection, or rJ’ftJ&on of iasar mnd collaterrl rJdiatkn ftighr show redisdonl into Judience or other Jccossibb Unccntrdbd 
uus W% not be permitted except for differs rofloctkns poduced by the JtmOSphU8. JddJd JtmoSphJrk SC~ttohg mbdi~, d Wept 

saoens. 

d.$ Luer rJdiitkn levels in excess of the limits of Class I wifl not be permitted at any point IJSS than 3.0 motors Jbow Jny surfJoJ upon 
which persons’other than operators, performarr, or empbyeos are permitted to stsnd or 2.5 motars bebw or h fatarsl sspu~lbfl frO4’n 
arty pkca WhWO such parsons are permitted to be. Gperators. psrformsrs. snd employees wiu not be roquirod or Jffowed to view 
rJdiJtkn Jbovo the Emits of Class I or by oxposed to r&a&n J&W the limits specified in 21 CFR 1040.11 (cl. 

0. Arty product whkh relies on scanrting to meet JCWU, ucposure, or product class limits wiU incorporate a sunrtirtg safJguJrd trystJot 
Wbkh dh* SJMJS SCJMU rIdOn Jd Whkh with ruCt fJSt enough IO preclude OXWedi thJ JppEcJblo @tIit. 

.f.’ (rsar fight Shows shall be under thJ direct end personal control of treined, competent cperatorlsl. Tlut operaforfsl will: 

(1) BO art smployoe of tha variance holder who will be raqponsible for th+ training and the conduc1 of lha OpUJtOr; 

(2) & located whero‘alL beam paths can be diiectly observed JI all times: and 

(3) kirtt~dkt~ly tJrtnituttJ thy omlisfon of light chow’radiJdon h the event of .Jny unsJfo conditiqn; 01, for outdoor ~how~. upon &JSt 
by MY sir uaffk conuol officials. : 

. . not exceed the level required to obtain the intended effects. 4. 

and aII other componwxs used ro produce rhs Gghting effecul wilf be socurrly mounted or .t 
hunobilizod to prrwnt onintendod moverwnt or mlsa[ignment. Bsam mJsking will bs provided JS an inherent part of the systm’t! w 
t0 prevwtt OverlillIng of ccroon~. bJam stops,‘tugot~, etc. 

&or projectorr will not be delivorod to any other party under m agreement of sala, loasp. or ban unlpts ,~nd until th~rodpknt .. 
d&i&t&too that thei havi a vulanw in effect ‘Jt the..tIme ofdelivery that pprmits rhem to produce !Jser tight showr hoorpomdttB 
Such projector(s). 

.;’ 

j. d&t Sddii to the rrquIremJnts of 21 CFR 1040.10(h), the msnufJcturor of laser proje&rs/systems will provide to prr&s who pur- 
ottSS8, bssr, CM borrow thy squipment. odoquJte users’ instructions for safe instJllJdon ud o&UJdon ~hictt o@~bl ttta rU 

the f~dpbnt ss Jn kdependartt UOht show manufacturer to submit the required rsportS Jnd apply for and obt~irt 8 vui~nco. 
prior to kuroducrkm into commerca of cmy IJSJ~ Eght shqws. 

r~qufroin~rtts of 21 t&t 1002.30f~J(l) end 12) will bo Jcoomplished through tho use of WrfttJn procsduru for sotup, Jt@ttMt% 
trstbtg, ud p&omt~nc~ of uch Show, these procbdurrs will by h suffkknt detJfI to Jnrurr complirnco with 21 CFR 1040.10, th 
oo&&fm of this VJdJIlCO, end thy con~ol of JCCOU to rJdfJtion ~reJs urlng the procedures described h thy ANSlZ136.1 rtJndJrd for 

-th8’uf. use of IJ& &nt&Jn N8doruJS&dards‘kkt.s. 1430 Smadwsy. New York. NY 10018) 01 any 0th~ oquh&utt uSW 
WMonUlS Standard ~rtd, wh~ro rpplk~bfo, sutJ or foo~l rJq&ementt. LJser radiation U~JS whkh con cortt~h rJdiation bvefS SboVr 
tho hits specifwd h 21 Cl% 1040.11 (c) will bo clo~rly MJnti6ed by the posting of werning signs l rv%r restricting JC~J~S thrwh 
pftySk~f IMJIU &u&‘Ss pfasst~s rwir&e.r, phoro c&t. b~rr&s, guards, etc.]. These rbq&Jments apply to tomporJry Jrrrs (Suds U ’ 
d&g set up M&I s&rmentprocedurcsl and to fii or permanent ~08s. The yarknca holder w-ii rourk thy records of those pto~lrduu 
end dt~ tuufts of rll tesu us rsquirod by 21 CFR 1002.31. A copy of the variance Jpplk~tien, the l pprovd kttrr, currant ~OCdOrW 
Jnd records rdating to oath particular show will be with the oporator or other responsible individual ~ncf wiff be mJdo Jvaifabk for 
inspJctbn by FDA end other responsible authorities. 



Advance written notification will be made as early as possible to appropriate federal. state. and local authorities grovidii ahow itt#rw 
With dates and locations clearly and completely identified. and a basic description of rhe proposed effsc~s including l statement of the 
maximum powsf output intended. SucJt notifications will be mado. but not necessarily be limifsd. to: 

(1) The Cenrer fat Devices and Radiolo& Health, Of&e of Compliance (HFZ-3421. 2098 Gaither Road, Rockville, MD 20864 prov&&g 
the initial and closing dates for fixod installations and the itinerary for mobile shows. In addition. unless l il aspacts of oath show have 
been rowed and access& numbers dearfy referenced, each notice will include detailed descriptions of each show and I listing of aI 
effects to be performed in sufficient detail to confvm .compCisoce with the regulationr and this Varhce. 

(21 The Federal Aviation Administration (FAA) foe any projections into open airspace at any time lie., in&ding set up, alignment, 
rehearse/s, puhfmsncss. arc./. If the FAA objects to my laser effects. the objections will be resolved and any conditbne requested b 
FAA will be adhered to. If these conditlw cannot be met, the objectionable olfectr will be deleted from the ahow 

(3) Stats and IOCJl radiation cuntrol offiirlagender for all shows to be performed within their w&dictions. All requifomenta of l ute & 
local law will be satlafied l nd any objectknu raised by local authorities will be resolved or the SHSCU deleted. &l &t of f+/& 
state ofGxs is ~vahble from the Center for Devices and Radio&giwl Health upon request./ 

--- 
4. REhiARKS 

CERTll=lCATlON 

I CERTIN that all of the above InformatIon and statements are’trua, complete, and correct to th4 best of my knowledge and l ckno~fadpo 
that my variance l ppfication may be denied or my varfance may be revoked if this application is found to be false, n&leading or incorrect 
in any mater&J way. I have submitted and will submit all reports required by 21 CFR 1002.10 and 1002.11 on tha laser equipment and 
ahow( I f&r understand that I may be requked by regulatfon oc by the Director, Center for Devices and Radiob~icel Health, to Cuppry 
ruch other information as may be necsssary to evaluate end act on this application. 

‘< i! 
_ --- I 
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